COKA Window

Evolving Description of ACTS Collaborative Participant's COVID-19 Knowledge Ecosystem Efforts

For more information about the COKA initiative, see here. For overview presentation on making evidence computable see: AMDIS Ted Talk EBM on FHIR
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Steroids for COVID-19 Systematic Meta-Review Protocol; slides about this effort (see Assistive Technology Disclaimer).

See after the tables for important additional information

Identify Studies
Current
Approach
Pearls/Tips Learned
Desired Approach
Needs to Achieve Desired Check all that apply
Approach

__Better source/input materials [Details: ]

__Common format/terminologies for managing/sharing
data [Details: ]

__Other [Details:]

Support We Can Provide Other
Participants

Produce Guidance

Current

Approach

Pearls/Tips Learned

Desired Approach

Needs to Achieve Desired Check all that apply
Approach

__Better source/input materials [Details: ]

__Common format/terminologies for managing/sharing
data [Details: ]

__Other [Details:]

Support We Can Provide Other
Participants

Review Evidence

Check all that apply
__Better source/input materials [Details: ]

__Common format/terminologies for managing/sharing
data [Details: ]

__Other [Details:]

Make Guidance Computable

Check all that apply
__Better source/input materials [Details: ]

__Common format/terminologies for managing/sharing
data [Details: ]

__Other [Details:]

Implement Guidance (e.g., as CDS, Analyze Results (e.g., care outcomes) Apply Results (e.g., Quality

eCQMs)
Current
Approach
Pearls/Tips Learned

Desired Approach

Improvement, create evidence)


https://www.gps.health/covid19_knowledge_accelerator.html
https://docs.google.com/presentation/d/1bEmd-bNLIx7en9X7GSL_ExgN9ZclbgXE
https://docs.google.com/presentation/d/1bEmd-bNLIx7en9X7GSL_ExgN9ZclbgXE
https://docs.google.com/document/d/16PlT62j3F7nQ0_T1VSlhT1FHJtWXd2IsvZYvFjTBavY/edit
https://covid-acts.ahrq.gov/download/attachments/18890802/MSC%20Starting%20with%20steroids%20for%20COVID-19%20meta-review.pptx?version=1&modificationDate=1603458255000&api=v2
https://covid-acts.ahrq.gov/display/ACLC/Assistive+Technology+Disclaimer

Needs to Achieve Desired Check all that apply Check all that apply Check all that apply
Approach

__Better source/input materials [Details: ] __Better source/input materials [Details: ] __Better source/input materials [Details: ]
__Common format/terminologies for __Common format/terminologies for __Common format/terminologies for
managing/sharing data [Details: ] managing/sharing data [Details: ] managing/sharing data [Details: ]
__Other [Details:] __Other [Details:] __Other [Details:]

Support We Can Provide
Other Participants

Stakeholders can place comments at the bottom of any Learning Community page. If you need editing access to these Participant Window pages, please
contact support@ahrg-acts.org.

Additional Information about COKA
For various use cases of supporting knowledge transfer with standards for data exchange the COKA efforts are occurring in 4 layers:

1. Standard development refining the schema for data exchange — FHIR Citation, Evidence, EvidenceReport and EvidenceVariable Resources

2. Terminology development — currently working on Code System Development for Study Design, Statistic Type, Statistic Model, and Risk of Bias
concepts

3. Tools development — we have 2 tools development groups facilitating infrastructure support and sharing for tools developers

4. Content development for demonstration purposes — most implementations will be for content efforts by others; one current project initiated within
the COKA effort is a Systematic Meta-Review for steroids as treatment for COVID-19

To Achieve Common formats/terminologies for managing/sharing data [see Appendix at bottom of this page for example]:

This is a draft list of the types of data that could be helpful to make the knowledge supply chain more efficient by making this data computable in ways

that support automated update notification and evidence/guidance processing in the knowledge supply chain. COKA teams are working on ways to
communicate these data in reusable interoperable standard form. If this ACTS exploration identifies a specific, high priority need for a standardized version
of one or more of these items, the COKA teams developing these standards for data exchange and code systems can explore addressing this need as a
priority in their work. The interplay in this area between the COKA and ACTS work are discussed in the COVID-19 Knowledge Accelerator (COKA)
Knowledge Ecosystem Liaison Work Group, which meets Wednesday 8A ET (see here for WG details).

® Citations that a new article exists -- Citation Resource

Study design classifiers - Citation.classifier and Evidence.studyType but we are working on the Study Design Code System

Population and Intervention classifiers -- Group Resource (used for Populations to harmonize with CDS artifacts from CPGonFHIR) and Evidence
Variable Resource

Outcome classifiers - EvidenceVariable Resource

Risk of Bias assessments -- Evidence.certainty.certaintySubcomponent but we are working on the Risk of Bias Code System

Study Results -- Evidence Resource

Synthesis Results -- Evidence Resource

Summary of Findings (synthesis results plus certainty judgments) -- Evidence Resource and EvidenceReport Resource

If Collaborative participants need standards for other types of data exchange, COKA can discuss establishing this with the COKA/ACTS effort or
coordinate with other groups to address this need.

The COKA Project Management Group created an Evidence Based Medicine-on-FHIR (EBMonFHIR) for HL7 Sep2020 WGM PowerPoint. This PPT can
also serve as an introduction to COKA efforts. The PPT series includes a 5-step answer to “What do we need to do in early developmental stages?” with:

1. Agree to standard format for expression — schema/model of FHIR Resources
FHIR Resources at Maturity Level 1

1. Evidence

2. EvidenceVariable

3. Statistic (Datatype)

4. OrderedDistribution (Datatype)
FHIR Resources at Maturity Level 0

1. Citation
2. EvidenceReport

2.Agree to common terminologies — codes systems, value sets

We created a Code System Development Protocol. The Project Management Group registered the Code System Development Protocol at Open Science
Framework (OSF) and will advance the project posting to a registry posting.

We are working now on creating 4 Code Systems:


https://mail.google.com/mail/?view=cm&fs=1&tf=1&to=support@ahrq-acts.org
http://COVID-19 Knowledge Accelerator (COKA) Knowledge Ecosystem Liaison Work Group
http://build.fhir.org/citation.html
http://build.fhir.org/citation.html
http://build.fhir.org/evidence.html
https://docs.google.com/document/d/1R65C3FqbaqG3TVdYWIPqlCZU9sJuTlPlivv2pg8kUQY
http://build.fhir.org/group.html
http://build.fhir.org/evidencevariable.html
http://build.fhir.org/evidencevariable.html
http://build.fhir.org/evidencevariable.html
http://build.fhir.org/evidence.html
https://docs.google.com/document/d/1R65C3FqbaqG3TVdYWIPqlCZU9sJuTlPlivv2pg8kUQY
http://build.fhir.org/evidence.html
http://build.fhir.org/evidence.html
http://build.fhir.org/evidence.html
http://build.fhir.org/evidencereport.html
https://docs.google.com/presentation/d/1g6dw7MPSFQxIC18C7iHFbfypHav7FXT0
http://build.fhir.org/evidence.html
http://build.fhir.org/evidencevariable.html
http://build.fhir.org/statistic.html#Statistic
http://build.fhir.org/ordereddistribution.html#OrderedDistribution
http://build.fhir.org/citation.html
http://build.fhir.org/evidencereport.html
https://docs.google.com/document/d/1ze4fFCbIivkZo_WUif_JImmbTsmDjRd0ZaFxSmmJcDo
https://docs.google.com/document/d/1ze4fFCbIivkZo_WUif_JImmbTsmDjRd0ZaFxSmmJcDo
https://osf.io/3akjv/
https://osf.io/3akjv/
https://drive.google.com/drive/folders/13rzDTsmAW3I_SHtBYGElXuxeerjDo8D2

® Study Design Code System to describe methodology characteristics of scientific observations such as randomized assignment, crossover
allocation to cohorts, and qualitative analysis.

® Statistic Type Code System to describe the statistics reported such as mean, median, proportion, relative risk, absolute risk difference, p value,
confidence interval, and I-squared measure of heterogeneity.

® Statistic Model Code System to describe the model characteristics such as linear regression, random-effects analysis, and tau estimation method.

® Risk Of Bias Code System to describe the concerns with methods or reporting of scientific observations such as comparator selection bias, gaps
in blinding, and selective outcome reporting.

You can join any of the Expert Working Groups.

® Read the Invitation to join Expert Working Group
® Complete the Code System Development Intake Form

3. Develop tools for initial implementation — demonstrating that data exchange can work
Discussion of work being done by

® Content Citation and Classification Tools Development Work Group
® Evidence Evaluation and Reporting Tools Development Work Group
® Systematic Meta-Review Project Group

4. Adapting tools for early adopter real-world implementation
COKA Team is Drafting a “Protocol Draft for Feasibility Testing of Making Clinical Trial Results Computable”
The Goals are:

1. Establish feasibility (functionality, accuracy, acceptability, reproducibility) of a human-friendly data entry form to express clinical trial results in a
standard for electronic data exchange (FHIR).
2. Measure usability (success rate, error rate, efficiency, subjective experience, learnability) for the data entry form.

The “clinical trial reporter” can be:

® A person who is an investigator of a clinical trial, an author of a report expressing clinical trial findings, or a person contributing to the expression
of clinical trial findings for the investigator or author

® A person who is summarizing a clinical trial report to express clinical trial findings for another purpose such as evaluating the clinical trial report,
including the clinical trial report in synthesis work such as a systematic review, or reporting the clinical trial findings in a different format or to a
different audience than the original clinical trial report

5. Develop an Implementation Guide.

These are often the “early stages” for standard development in HL7, but we are a little earlier because we are applying the standard to a community that
(1) has not been functioning with computable expression for data exchange and (2) has not established universal standards for computable

expression. We are making great progress with what it takes for the earliest stages of introducing the computable layer to digital data expression. We
sincerely expect to get to #4 by the end of the calendar year.

Appendix

As an example of developing a common format for managing/sharing data about certainty of evidence, below is a recent summary of one of the COKA
efforts

The group also summarized (in the Progress Report) a developing proposal for a FHIR Change Request:
® Title of change request: Simplify certainty element and prep for recursive use
® FHIR Resource affected: Evidence
® Use cases:
1) Report a simple overall certainty of evidence for a body of evidence using the GRADE rating system.
2) Report a detailed certainty of evidence for a body of evidence with many subcomponents using the GRADE rating system.
3) Report an overall risk of bias judgment for a single study using ROB-2 assessment tool.
4) Report a detailed risk of bias assessment with many subcomponents for a single study using ROB-2 assessment tool.
5) Report certainty ratings from different groups or individuals.

6) Report certainty ratings using different code systems.

® Best practices: Provide explicit expressions of what is being rated, what system is being used to rate it, what the rating is, and the rationale for the
rating.

* RECOMMENDED APPROACH TO CHANGE THE FHIR SCHEMA:
® Evidence.certainty  0..* BackboneElement


https://drive.google.com/drive/folders/1B4w8yZOUpwcPRhXUoKm30Ud_4YEYcsq1
https://drive.google.com/drive/folders/1B4w8yZOUpwcPRhXUoKm30Ud_4YEYcsq1
https://drive.google.com/drive/folders/1sSGkbKhBICnX8616HqCr_0--a_S1mdhb
https://drive.google.com/drive/folders/1sSGkbKhBICnX8616HqCr_0--a_S1mdhb
https://drive.google.com/drive/folders/1bTdhQLfYfh25OBYtfOCxx8RMyE4iTLpz
https://drive.google.com/drive/folders/1bTdhQLfYfh25OBYtfOCxx8RMyE4iTLpz
https://drive.google.com/drive/folders/1SJgEpmJpDj97vSD5amv-PQutJOR6ujp6
https://drive.google.com/drive/folders/1SJgEpmJpDj97vSD5amv-PQutJOR6ujp6
https://docs.google.com/document/d/1R65C3FqbaqG3TVdYWIPqlCZU9sJuTlPlivv2pg8kUQY
https://docs.google.com/document/d/1R65C3FqbaqG3TVdYWIPqlCZU9sJuTlPlivv2pg8kUQY
https://docs.google.com/forms/d/e/1FAIpQLScp3Dpic_-QYvQodmvAYohFcfG48ri_M1DoZzNozJG45Hfl7A/viewform
https://docs.google.com/forms/d/e/1FAIpQLScp3Dpic_-QYvQodmvAYohFcfG48ri_M1DoZzNozJG45Hfl7A/viewform
https://docs.google.com/document/d/1YWmkUFPUYOfpOaRhrqkcDJ7wg2HFSkMO

Evidence.certainty.description

0. string
Evidence.certainty.note 0

0

0

1
X Annotation
Evidence.certainty.type .1 CodeableConcept**
Evidence.certainty.rating x CodeableConcept**
Evidence.certainty.subcomponent  0..* BackboneElement (see certainty element to repeat structure)

**code systems and value sets for these elements will need to be revised via UTG process to add relevant codes for the use cases. For example https://ter
minology.hl7.org/1.0.0/CodeSystem-certainty-subcomponent-type.html will become CodeSystem-certainty-type and at a minimum will need a new code for
"overall certainty"

®* Recommended approach for implementation: If using more than one certainty element to convey certainty ratings for the same concept by
different raters (individuals or groups/organizations), then use Evidence.certainty.type.text to express the rater/source matching the Evidence.
certainty.type.coding

® Importance/Tradeoffs: important to simplify the certainty element in general (which is done by moving up type and making the whole element
recursive) to coordinate with use across Evidence and PlanDefinition resources; tradeoff is a breaking change for prior use of
certaintySubcomponent elements but we are introducing this change before there are hundreds of such items.

® Backwards Compatibility: Type 1 - removal of element (certainty.certaintySubcomponent)

® Discussion: Create examples in JSON to show it before proceeding with the vote.

NEXT STEPS include (a) creating examples to show how this works in JSON and (b) defining the EvidenceCertaintyType and EvidenceCertaintyRating
code systems and value sets needed quickly (and they will later be enhanced with the result of our Risk of Bias Code System Development). If we can
achieve these developments in the next week then we can submit this for vote for the October 7 HL7 CDS Work Group meeting.



https://terminology.hl7.org/1.0.0/CodeSystem-certainty-subcomponent-type.html
https://terminology.hl7.org/1.0.0/CodeSystem-certainty-subcomponent-type.html
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